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Abstract. Unless Congress acts to reauthorize it, the Food and Drug Administration’s (FDA’s) authority to 
collect user fees under the Medical Device User Fee and Modernization Act (MDUFMA; P.L. 107-250) and, by 
reference, FDA’s obligation to meet related performance goals, will expire on October 1, 2007. According to the 
President’s budget request, in FY2008, funds from a reauthorized MDUFMA would account for an estimated 
$47.5 million and 200 full-time equivalent employees (FTEs). This would comprise 16.6% of FDA’s medical 
device review budget authority and 13.0% of its medical device review-related FTEs. While these numbers and 
percentages are not as high as those projected for collection under a similar FDA user fee authority related to 
prescription drugs (pursuant to the Prescription Drug User Fee Act), they are significant. 
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Medical Device User Fee and 
Modernization Act (MDUFMA) Reauthorization 

Summary 

Unless Congress acts to reauthorize it, the Food and Drug Administration’s 
(FDA’s) authority to collect user fees under the Medical Device User Fee and 
Modernization Act (MDUFMA; P.L. 107-250) and, by reference, FDA’s obligation 
to meet related performance goals, will expire on October 1, 2007. According to the 
President’ s budget request, in FY2008, funds from a reauthorized MDUFMA would 
account for an estimated $47.5 million and 200 full-time equivalent employees 
(FTEs). This would comprise 16.6% of FDA’s medical device review budget 
authority and 13.0% of its medical device review-related FTEs. While these numbers 
and percentages are not as high as those projected for collection under a similar FDA 
user fee authority related to prescription drugs (pursuant to the Prescription Drug 
User Fee Act), they are significant. 

For MDUFMA as passed in 2002, the fee amounts and performance goals 
articulated and incorporated in statute were the result of an agreement between FDA 
and the medical device industry. In order to facilitate the reauthorization of 
MDUFMA, in April 2007, the FDA and industry published the results of their 
negotiations with a notice of an April 30, 2007, public meeting on the topic. 
According to FDA, during the five years covered by the proposals (through 2012), 
FDA would receive approximately $287 million from user fees. This represents an 
increase from the $110 million FDA received during the first four years of the 
program. 

The industry agreement also calls for changes in the fee structure, performance 
goals, small business relief, and third-party inspection program. In addition, the 
agreement reflects FDA’s initiatives related to the regulation of in vitro diagnostic 
devices (laboratory tests). (MDUFMA enabled third-party inspections and set 
standards for the use of reprocessed single-use devices.) The details of the proposed 
reauthorization of MDUFMA have been incorporated, with a few exceptions, into the 
Medical Device User Fee Amendments of 2007 (MDUFA 2007). On May 9, 2007, 
MDUFA 2007 passed the Senate as Title HI of the Food and Drug Administration 
Revitalization Act (S. 1082). On July 11, 2007, the House passed it as Title II of the 
Food and Drug Administration Amendments Act of 2007 (H.R. 2900). The bills’ 
MDUFA 2007 provisions are similar, but not identical. Differences between them 
are expected to be addressed in conference. The provisions of MDUFMA and the 
proposals for MDUFA 2007 are discussed in this report, following an introduction 
to FDA’s medical device review process. 

This report will be updated as event warrant. 
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Medical Device User Fee and 
Modernization Act (MDUFMA) 
Reauthorization 

Overview: FDA and Medical Device Review 

In order to understand the significance of MDUFMA, a basic introduction to 
FDA and the medical device review process is useful. The United States Food and 
Drug Administration (FDA) is the agency responsible for ensuring the safety and 
effectiveness of medical devices in the United States. According to statute, a medical 
device is 

an instrument, apparatus, implement, machine, contrivance, implant, in vitro 
reagent, or other similar or related article, including any component, part, or 
accessory, which is (1) recognized in the official National Formulary, or the 
United States Pharmacopeia, or any supplement to them, (2) intended for use in 
the diagnosis of disease or other conditions, or in the cure, mitigation, treatment, 
or prevention of disease, in man or other animals, or (3) intended to affect the 
structure or any function of the body of man or other animals, and which does 
not achieve its primary intended purposes through chemical action within or on 
the body of man or other animals and which is not dependent upon being 
metabolized for the achievement of its primary intended purposes. (Federal 
Food, Drug and Cosmetic Act, 21 U.S.C. 301 §201(h» (FFDCA). 

According to this definition, a medical device can be anything from a tongue 
depressor to a home pregnancy test to a wheelchair to a pacemaker. Types of 
medical devices vary widely, as do their respective manufacturing requirements. In 
part due to the diversity of medical devices, compared to the drug industry, the device 
industry is more fragmented, smaller (estimated earnings of $80 billion in 2004 
compared to the drug industry’s estimated $222 billion), and dominated by smaller 
companies. 

FDA is divided into six centers, each charged with regulating a particular type 
of product. The center within FDA primarily responsible for ensuring the safety and 
effectiveness of medical devices is the Center for Devices and Radiological Health 
(CDRH). One other center, the Center for Biologies Evaluation and Research 
(CBER), regulates some devices — specifically those associated with blood 
collection and processing procedures, as well as with cellular therapies (e.g., stem 
cell treatments). Jurisdiction of the centers’ medical device review is governed by 
the FDA Intercenter Agreement between CBER and CDRH (October 31, 1991). 1 



1 FDA, “Devices Regulated by CBER,” (updated March 15, 2007), at [http://www.fda.gov/ 




